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510(k) SUMMARY
A summary of 510(k) safety and effectiveness information in accordance with the requirements of 21 CFR 807.92

___________________ SUIBMITER INFORMATION
Name Biomet Manufacturing Corp.
Address 56 East Bell Drive

Warsaw, IN 46582
Phone number (574) 267-6639
Fax number (574) 371-1027
Establishment Registration 18250342
Number __________________ __

Name of contact person Patricia Sanbr Bere
Senior Regulatory Spdalist

Date prepared December 5, 2011 /\/\~
DEVICE INFORMATION

Name of device /
Trade or proprietary name Comprehensivecsegrnental Revisioi$System (SRS)\
Common or usual name Shoulder, elbow and total humerhl replacement prosthesis)

Classification name 0 Shoulder joint riietal/poljmer,,non-constrained ceni6nted
prosthesis

* Shoulber.joint metal/polymner semi-constrained cemented
prosthesis

* Shoulder joint metal/polymrer/metal non-constrained or semi-
constrained ili~mus coated unicenientedl prosthesis

* Ellbow~Joint metal/polymer constrained cemented prosthesis
Classification panel 'Orthopedics\ V I
Regulation / ~ '-21'CFR§888.3650/3660/3670/3150
Product Code(s) 7KWTF KWS, MIBF, JOC
Legally marketed dcvice(s) to K 1043505- Di'scovery® - Mosaic® Total Humeral System

whic equvalece s Iimbd k04221-MoaictNon-Modular Proximal Body and EAS Offset

/,.Modular Humera~Ha
- N K033280 -Disco/very® Elbow - Mosaic® Proximal Humeral

/ ~,- N Replacement System
7' >, .'Ko20045 - 3-Piece Proximal Humeral Replacement System

7\ . K622079 - Short and Long Tissue Attachment Sleeves
1< k2 e13 - Proximal Humeral Replacement System

K K * K030710 - Bio-Modular® Shoulder System
Reason for 510(k) submission Upate o xitn product line

Device ~ ~ ~ ~ ~ C deciiin heCmrhnie SRS address the needs of the upper extremity,

/especially in cases where there is marked bone loss. Applications of
the system include proximal humeral (shoulder) replacements distal
humeral (elbow) replacements and total humeral replacements.
Components of the system include humeral heads, proximal humeral
bodies, intercalary segments, humeral stems, total humeral couplers,
distal bodies with a modular flange, and modular tissue attachment

Iaugments.
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Indications for use The Comprehensive® Segmental Revision System is intended for use
in cases of:
1. Non-inflammatory degenerative joint disease including

osteoarthritis and avascular necrosis.
2. Rheumatoid arthritis.
3. Revision where other devices or treatments have failed.
4. Correction of functional deformity.
5. Oncology applications including bone loss due to tumor resection.

When used in a proximal or total humneral replacement, the
Comprehensive Segmental Revision System is also intended for:

Treatment of acute or chronic fractures with humeral head
(shoulder) involvement, whiich~are unmanageable using other
treatment methods.

When used as a dlistalt r total humeral repla cement, the
Comprehensive® Se~me/tal Revision System &salstointended for:

Treatment of acute or chronic, ractures with hurn'eral epicondyle
(elbow) involvemneit, whichr/ maaeblbi >te
treatment meth~ods.\\

Intended use of the device The Cdmlirehensive® Seg~nental Revision System is intended for use
with or without'bone cementin the proximal shoulder.

The Con'rdhensi'Jete ental Revision System is intended for use
with bone cem ent in,dal ht' meral~and 'total humeral applications.

\\</ NN4N>

'Tissue Attachnment/ Augments provide the option for tissue
stabilization and attachment.

SUMMARY OF THE TECHNOLOGICAL CHARACTERISTICS OF THE DEVICE
COMPARED TO THE PREDICATE

Chairacteristic-.. \- Comprehensiv'Je SRS Predicate
Materials/' ~ .T-GAI-4V K020045

/ ' \ Co-Cr-Mo K020045
Prindipal of Operation Pr~oxinial Numeral, distal humeral K925613, K(020045, K(033280,

\ . or totalkhumeral replacement K043505
Proximal Bodies Resection Levels - 42-71mm K(020045

______________________ Taper Head Attachment K(030710

Humeral Stems" Diameters - 4-20mm 1(020045,K1(33280,K1925613
Lengths - 75-200mm 1(020045, K033280,K1925613

_______________________Porous Coating Proximally K(020045, 1033280, 1030710
Intercalary Segments an'df o6plers Diameter - 19mm K(020045, 1033280, 1043505

_______________________Lengths - 30-120mm 1(020045 1(033280 1(043505
Tissue Attachment Augments K(022079
Humeral Heads Diameters - 40-54mm K(030710

________________________Extended Articular Surace _ K042321, 1(30710
Distal Humeral Bodies Resection Height - 50, 60, 70mm 1(033280, K043505

Modular Flange K(051975
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Clinic iformpation 2 R ar nfo

No clinical data submitted/ /\
CONCLUSIONS DRAWN FROM NON-CLINICAL AND CUINICAL DATA

No clinical data was necessary for a determination of substantial equivalence.

The results of analysis and mechanical testing indicated Ie\eie~pefrnc within the inten~ded use, did
not raise any new safety and efficacy issues and were found to b36substantially equivalent to the predicate
devices.
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Biomnet Manufacturing Corporation
% Ms. Patricia Sandborn Beres DEC 1 5 2011
Senior Regulatory Specialist
56 East Bell Drive
Warsaw, Indiana 46582

Re: Kl11l746
Trade/Device Name: Comnprehensive® Segmental Revision System (SIRS)
Regulation Number: 21 CER 888.3650
Regulation Name: Shoulderjoint mietal/polymner non -constrained cemented prosthesis
Regulatory Class: Class 11
Product Code: KWT, KWS. MBF. JDC
Dated: December 12, 2011
Received: December 13, 2011

Dear Ms. B~eres:

We have reviewed your Section 5 10(k) premarket notification of intent to market the device
referenced above and have determined the device is substantially equivalent (for the indications
for use stated in the enclosure) to legally marketed predicate devices marketed in interstate
commerce prior to May 28, 1976, the enactment date of the Medical Device Amendments, or to
devices that have been reclassified in accordance with the provisions of the Federal Food, Drug,
and Cosmetic Act (Act) that do not require approval of a premarket approval application (PMA).
You may, therefore, market the device, subject to the general controls provisions of the Act. The
general controls provisions of the Act include requirements for annual registration, listing of
devices, good manufacturing practice, labeling, and prohibitions against misbranding and
adulteration. Please note: CDRI1 does not evaluate information related to contract liability
warranties. We remind you, however, that device labeling must be truthful and not misleading.

If your device is classified (see above) into either class 11 (Special Controls) or class Ill (PMA), it
may be subject to additional controls. Existing major regulations affecting your device can be
found in the Code of Federal Regulations, Title 2 1, Parts 800 to 898. In addition, FDA may
publish further announcements concerning your device in the Federal Register.

Please be advised that FDA's issuance of a substantial equivalence determination does not mean
that FDA has made a determination that your device complies with other requirements of the Act
or any Federal statutes and regulations administered by other Federal agencies. You must
comply with all the Act's requirements, including, but not limited to: registration and listing (21
CFR Part 807); labeling (21 CFR Part 801); medical device reporting (reporting of medical
device-related adverse events) (21 CFR 803); good manufacturing practice requirements as set
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forth iii the quality systems (QS) regulation (21 C1FR Part 820); and if applicable, the electronic
product radiation control provisions (Sections 531 -542 of tile Act); 21 CFR 1000-1050.

If you desire specific advice for your device On Our labeling regulation (21 CER Part 801), please
go to hitt):H/wv.fda. ov/AbOLutFDA/Centei-sOffices/CDIZI-I/CDRH-Offices/uciii Ii 5809.htmr for
the Center for Devices and Radiological Health's (CDRH-'s) Office of Compliance. Also, please
note thle regulation entitled. "Misbranding by reference to premarket notification" (21 CFR Part
807.97). For questions regarding the reporting of adverse events under the MDR regulation (2 1
CF-R Part 803)), please go to
lit)/w~~d~o/eiaIeie/aeyIeo-a'o~iidfLI~ti for the CDRI-l s Office
of'Surveillance and Biomnetrics/Division of Postmarket Surveillance.

You may obtain other general information On Your responsibilities under thle Act from thle
Division of Small Manufacturers. International and Consumer Assistance at its toll-free number
(800) 638-2041 or (301) 796-7100 or at its Internet address
lit)/kNwfa o/eia~vcsRSOl-efiYuIiut-/ltal~iii

Sinerely yours,

f;Mark N. Melkerson
Director
Division of Surgical, Orthopedic

and Restorative Devices
Office of Device Evaluation
Center for Devices and
Radiological H-ealth

Enclosure



Indications for Use

510(k) Number (if known): K111746

Device Name: -Comprehensive® Segmental Revision System (SRS)

Indications For Use:
The Comprehensive® Segmental Revision System is intended for use in cases of:
1. Non-inflammatory degenerative joint disease including osteoarthritis and avascular

necrosis.
2. Rheumatoid arthritis.
3. Revision where other devices or treatments have failed.
4. Correction of functional deformity.
5. Oncology applications including bone loss due to tumor resection.

When used in a proximal or total humeral replacement, the Comprehensive® Segmental
Revision System is also intended for:

Treatment of acute or chronic fractures with humeral head (shoulder) involvement,
which are unmanageable using other treatment methods.

When used as a distal or total humeral replacement, the Comprehensive® Segmental
Revision System is also intended for:

Treatment of acute or chronic fractures with humeral epicondyle (elbow)
involvement, which are unmanageable using other treatment methods.

The Comprehensive® Segmental Revision System is intended for use with or without
bone cement in the proximal shoulder.

The Comprehensive® Segmental Revision System is intended for use with bone cement
in distal humeral and total humeral applications.

Tissue Attachment Augments provide the option for tissue stabilization and attachment.

Prescription Use X AND/OR Over-The-Counter Use NO
(Part 21 CFR 801 Subpart D) (21 CFR 807 Subpart C)

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH, Office of Device Evaluation (ODE)

(DivisonSign-Oft)

Division of Surgical, Orthopedic,
and Restorative Devices
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